DEPARTMENT OF HEALTH AND HUMAN SERVICES

JN 28 (988

Mr. Edward W. Raleigh

Manager

Biotechnolcgy Regulatcry Affairs
Z. I. ZuPont de Nemours & Company
Nalxer’s Miil

Bariey Mill Plaza

Wilmington, Delaware 19898

Dear Mr. Raleigh:

This :s In regard to DuPont’s consultation with the Food and Drug

Administration (FDA) Cencter for Veterinary Medicine and Center for
Focd fafecy and Appli=sd Nutriticn) =n genetically modified cotton
-27e _.2-Sla. Acceraing o ZuPont, 19-Sla cotten 1S modifisd oo
EXCress a suifony.iux terricide :tolerant Iorm oF :che 2nzyme
icerclacrate synthase ALS)

in September cf 199¢, ZufFont initiaced contact with FDA to discuss
their proposed safec, and nutricional assessment of cotton
containing cranstformacicon  event 19-5la. As part of bringing
DubPont’s ceonsultacicn regarding this product co closure, DuPcnt
submictcad 2 summary zss=ssment of coc-ton contalning transformation
event _3-fla cn Fepruar. Z1, 1996.

These communicaticns .nrfcrmed FDA -f the steps taken ky DuPont to
Snsure chat this producc cZomplies with the legal and regulatory
reguirements cthat Iall within FDA’'s jurisdiction. Based -~n the
sarety and nutricicnal assessment vou have conducted, 1t Is our
underscanding cthat ZuPon 2as ceoncluded that <:this new -orton
varierty 1s nct mater:al .y differenc in composicion, sarecy, or any
Stner relevanc paramects=r Zrom corIon varietries currently on the
marxez, and cthat It dces not raise Issues that would reguire
premarket review or approval by FDA. All materials relevant to this
netificaction have been placed in a file designated BNF0030. This
file will be maintained -n the Office of Premarker Approval.
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Based on the information DuPont has pbresgented, we have no gquestions
concerning this product at this time. However, as you are aware, it
1s DuPecnt’s cont:inued responsibility to ensure that food and feed

derived from cotton line 19-5la are safe, wholesome, and in
compliance with all applicable legal and regulatory requirements.

Sincerely yours,
/8/

Alan M. Rulis, Ph.D.
Director
Office of Premarket Approval
Center fcr Food Safety

and Applied Nutrition
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